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Agency Information Collection Activities; Proposed Collection; Coment

Request; Prenmarket Notification for a New Dietary |ngredient

AGENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Noti ce.

SUMMARY: The Food and Drug Administration (FDA) is announcing an
opportunity for public comment on the proposed collection of certain

i nformati on by the agency. Under the Paperwork Reduction Act of 1995
(the PRA), Federal agencies are required to publish notice in the
Federal Register concerning each proposed collection of information,

i ncl udi ng each proposed extension of an existing collection of
information, and to allow 60 days for public coment in response to the
notice. This notice solicits comments on reporting requirenments

contai ned in existing FDA regul ati ons governing tenporary marketing

permt applications.

DATES: Submit witten or electronic comrents on the collection of
information by [Insert date 60 days after the date of publication in

t he FEDERAL REG STER] .



Submit dectronic comments on the collection of informetion to:

http:/AMmwww .fda.gov/dockets'ecomments.  Submit written comments on the collection of

information to the Dockets Management Branch (HFA-305), Food and Drug
Adminigtration, 5630 Fishers Lane., rm. 1061, Rockville, MD 20852. All comments
should be identified with the docket number found in bracketsin the heading of this

document.

FOR FURTHER | NFORMATI ON CONTACT: Peggy Robbins, O fice of
Management Prograns (HFA-250), Food and Drug Adm nistration, 5600

Fi shers Lane, Rockville, NMD 20857, 301-827-1223.

SUPPLEMENTARY | NFORMATI ON: Under the PRA (44 U.S.C. 3501-3520), Federa
agenci es nust obtain approval fromthe O fice of Managenent and Budget
(OvB) for each collection of information they conduct or sponsor
“Collection of information” is defined in 44 U.S.C. 3502(3) and 5 CFR
1320. 3(c) and includes agency requests or requirenents that nmenmbers of
the public subnit reports, keep records, or provide information to a
third party. Section 3506(c)(2)(A) of the PRA (44 U.S.C. 3506(c)(2)(A))
requi res Federal agencies to provide a 60-day notice in the Federa
Regi ster concerning each proposed collection of information, including
each proposed extension of an existing collection of information
before submtting the collection to OVB for approval. To conply with
this requirenment, FDA is publishing notice of the proposed collection
of information set forth in this docunent.

Wth respect to the followi ng collection of information, FDA



invites comments on: (1) Wether the proposed collection of information
i s necessary for the proper performance of FDA' s functions, including
whet her the information will have practical utility; (2) the accuracy
of FDA's estimate of the burden of the proposed collection of
i nformation, including the validity of the methodol ogy and assunptions
used; (3) ways to enhance the quality, utility, and clarity of the
information to be collected; and (4) ways to mininm ze the burden of the
col l ection of information on respondents, including through the use of
automat ed col | ecti on techni ques, when appropriate, and other forns of
i nformation technol ogy.
Premar ket Notification for a New Dietary Ingredient -- 21 CFR 190.6
(OVB Control No. 0910-0330)--Extension

Section 413(a) of the Federal Food, Drug, and Cosnetic Act (the
act) (21 U.S.C. 350b(a)) provides that a manufacturer or distributor of
di etary supplenments or of a new dietary ingredient is to submt
information to FDA (as del egate for the Secretary of Health and Human
Services) upon which it has based its conclusion that a dietary
suppl enent containing a new dietary ingredient will reasonably be
expected to be safe at |east 75 days before the introduction or
delivery for introduction into interstate commerce of a dietary
suppl enent that contains a new dietary ingredient. FDA' s regul ations at
part 190, subpart B (21 CFR part 190, subpart B) inplenment these
statutory provisions. Section 190.6(a) requires each manufacturer or
distributor of a dietary supplenent containing a new dietary
ingredient, or of a new dietary ingredient, to submt to the Ofice of
Nutritional Products, Labeling, and Dietary Supplenments notification of
the basis for their conclusion that said supplenent or ingredient wll
reasonably be expected to be safe. Section 190.6(b) requires that the

notification include: (1) The conpl ete name and address of the



manuf acturer or distributor, (2) the name of the new dietary
ingredient, (3) a description of the dietary supplenents that contain
the new dietary ingredient, and (4) the history of use or other

evi dence of safety establishing that the dietary ingredient wll
reasonably be expected to be safe.

The notification requirements described previously are designed to
enable FDA to nonitor the introduction into the food supply of new
dietary ingredients and dietary supplenments that contain new dietary
ingredients, in order to protect consuners fromunsafe dietary
suppl enents. FDA uses the information collected under these regul ations
to help ensure that a manufacturer or distributor of a dietary
suppl enent containing a new dietary ingredient is in full conpliance

with the act.

Estimated Annual Reporting Burden®

21CFR No. of Respondents Annual Freguency per Total Annual Hours per Response | Total Hours
Section Response Responses
1906 71 1 71 20 1420

‘There are no capital costs or operating and maintenance costs associated with this

collection of information.

The agency believes that there will be mninmal burden on the
i ndustry to generate data to nmeet the requirenments of the prenarket
notification program because the agency is requesting only that
i nformati on that the manufacturer or distributor should al ready have
devel oped to satisfy itself that a dietary suppl enent containing a new
dietary ingredient is in full conpliance with the act. However, the
agency estimates that extracting and summari zi ng the rel evant
informati on fromthe conpany's files, and presenting it in a format

that will neet the requirements of section 413 of the act will require




a burden of approximately 20 hours of work per subm ssion

This estimate is based on the annual average number of prenmarket
notifications FDA received during the last 3 years (i.e., 2002-2004),
which was 47. Forty-seven represents 24 nore notifications than the
agency received as an annual average during the previous 3-year period
(i.e., 1999-2001). Therefore, FDA anticipates a sinmilar upward trend
will be seen in the annual average nunber of notifications it receives

during 2005-2007, which is estimated to be 71



